DFWFT 


11 / 12/01 


AWALYTE 

MATRIX 

DATE 


MDA 

Huma n plasma 
' 1^Aug-01 


MEAN 

RELATIVE 
STD. DEV.(%) 








. 


0.4 pmol/L. 
Tccuracy 107.5%. 
=:SD 6.0% 


STANDARD ERROR OF 
ESTIMATE OF QC SAMPLES 
(concentration units) 

(SEE = S.D 7 /sdRT (#’of 
determinatfons)} 


1 ;imol(L 
4 pmol/L 
8 pmokL 


'Low QO 
Ivied QC 
IHigh QC 


DESCRIPTIVE INFORMATION 
ON INST R UMENT RESPONS E 

Function (Linear, Quadratic, etc.) 

slope (m ean) _ 

iSero^ (mean) 


Other (mean regression value) 


RECOVE RY (as a %) 
_High QC in (matrix) 


Med QC in (matrix)® 
_Low QC if) (matrix) 


Results with different sample 
amounts (resuits of QC 
evaluations) intra-assay 

LLOQ QC= 

_ Low QC= 

Med QC= 


Results with different sample 
amounts (results of QC 
evaluations) inter-assay 

LLOQ QC 


Low QC 


_ Med QC 

. H i^ QC 

STABIUTY (assuming any 
degradation is linear): 

a) Room Temperature in Matrix 

(t/-%/l2h rs) _ 

b) Freeze/thaw (+/-% /^cycles)^ 

c) Processed sample (+/- %/24 
hrs) 


RANGE 

SEE (cone) 






. 









0.012 


0.034 


0.068 












0,4 pmol/L 
1 pmol/L 


^ pmol/L 
8 pmoi/L 



0,3SKI.45 

0.90-1.00 


3.79-4.05 


7.34-7.82 






n/a 

n/ 

0.84-1.10 


3.54-4.15 


6.B5-8.10 




I 20 hrs refrigerated plus 
duration of batch 


7.7%_maK|mum 

3j%Fn^jT]urn 

% maximum 


PM3006635885 


Source; https://www.industrydocuments.ucsf.edu/docs/gqcj0001 



























































